United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O.Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 


FILING DATE j 


FIRST NAMED INVENTOR 


| ATTORNEY DOCKET NO. 


CONFIRMATION NO. 


10/568,544 


09/22/2006 


Reiji Kannagi 


1680/12 


4640 



25297 7590 07/22/2008 

JENKINS, WILSON, TAYLOR & HUNT, P. A. 
Suite 1200 UNIVERSITY TOWER 
3100 TOWER BLVD., 
DURHAM, NC 27707 



EXAMINER 



NATARAJAN, MEERA 



ART UNIT 



PAPER NUMBER 



1643 



MAIL DATE 



07/22/2008 



DELIVERY MODE 



PAPER 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



\jiii\*xj rw*ii\jiM ^umiiicii y 


Application No. 

10/568,544 


Applicant(s) 

KANNAGI ET AL 


Examiner 

MEERA NATARAJAN 


Art Unit 

1643 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of Group I, Claims 1-6 in the reply filed on 
03/18/2008 is acknowledged. 

2. Claims 7-10 are withdrawn from further consideration pursuant to 37 CFR 

1 .142(b) as being drawn to a nonelected inventions, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on 03/18/2008. 

3. Claims 1-6 will be examined on the merits. 



Claim Rejections - 35 USC § 112 

4. The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claims 1-6 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

6. Claim 1 is rejected under 35 U.S.C. 112, second paragraph as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

7. The Claim recites "cells expressing HEC-GlcNAc6ST gene encoding GlcNAc-6- 
sulfotransferase and that is absent or almost absent in cells expressing GlcNAc6ST-1 or 
GlcNAc6ST gene". It is unclear what is meant by "that is absent or almost absent". Is 
Applicant referring to the antigen, HEC-GlcNAc6ST gene, reactivity of the antibody, or 
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GlcNAc-6-sulfotransferase being absent? It is also unclear what is meant by "almost" 
absent. The metes and bounds of the term "almost" are unclear. Clarification is 
required. 

8. Claims 1, 5 and 6 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

9. The Claims recite the term "react", "reacting" or "reactivity". These terms refer to 
a chemical reaction whereas it is well known in the art that antibodies "bind" to an 
antigen and do not "react with an antigen". Does the applicant intend for the antibody to 
be catalytic? Clarification is required. 

10. also antibodies don't "react" with antigens unless they are catalytic. They bind to 
antigens. Do they mean a catalytic antibody? 

1 1 . Claim 5 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

12. The claim recites "MECA-79 antibody or its equivalent". It is unclear what is 
meant by "equivalent". Does applicant mean equivalent in structure, function, affinity, 
etc.? Clarification is required. 
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Claim Rejections - 35 USC § 102 

13. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

14. Claims 1-6 are rejected under 35 U.S.C. 102(b) as being anticipated by Streeter 
etal. (JCB, Vol. 107, pp. 1853-1862, Nov. 1988) as evidence by Hemmerich et al. 
(Immunity, Vol 1 5, pp.237-247, August 2001 ). 

15. The claims are drawn to a method for examining colorectal cancer and colorectal 
adenoma comprising assaying the reactivity of an antibody to tissues, body fluid or 
feces of patients, or extracts thereof, wherein said antibody is MECA-79 (commercially 
available from BD Pharmingen) and reacts with an antigen that is present in cells 
expressing HEC-GlcNAc6ST gene encoding GlcNAc-6-sulfotransferase. 

1 6. Streeter et al. teach a method of staining tissue from the small intestine and 
colon with the MECA-79 antibody (see Figures 1-3). Binding of MECA-79 to its antigen 
which is present in cells expressing HEC-GlcNAc6ST gene encoding GlcNAc-6- 
sulfotransferase would be an inherent feature of the antibody and any method in which 
the antibody was used to stain tissue sections/samples would inherent perform the 
method claimed. Hemmerich et al. further support this inherency by disclosing staining 
of tissue samples expressing HEC-GlcNAc6ST by the MECA-79 antibody (see Figure 
5). 
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Conclusion 

17. Claims 1-6 are rejected. 

18. No claim is allowed. 

19. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MEERA NATARAJAN whose telephone number is 
(571)270-3058. The examiner can normally be reached on Monday-Thursday, 9:30AM- 
7:00PM, ALT. Friday. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Larry Helms can be reached on 571-272-0832. The fax phone number for 

the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
MN 



/Larry R. Helms/ 

Supervisory Patent Examiner, Art Unit 1643 



